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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)^ Responsive to communicatlon(s) filed on 09 February 2004 . 
2a)n This action is FINAL. 2b)M This action is non-final. 

3) n Since this application is in condition for allowance except for fonnal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 21 3. 

Disposition of Claims 

4) K Claim(s) 1 and 2 Is/are pending in the application. 

4a) Of the above clajm(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

; 6)^ Claim(s) 1 and 2 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim{s) are subject to restriction and/or election requirement. 

Application Papers 

9) M The specification is objected to by the Examiner. 

1 0)n The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 The oath or declaration is objected to by the Examiner. Note the attached Office Action or fonri PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (0- 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received In Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) S Notice of References Cited (PTO-892) 

2) □ Notice of Draflsperson's Patent Drawing Review (PTO-948) 

3) 13 Information Disclosure Statement(s) (PTO-1 449 or PTO/SB/08) 
Paper No(s)/Mall Date 2/9/2004 . 



4) n Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) n Notice of Informal Patent Application (PTO-1 52) 

6) □ Other: . 



U.S. Patent and Trademark Office 

PTOL-326 (Rev. 1-04) 



Office Action Summary 



Part of Paper No./Mail Date 1 1222004 
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Art Unit: 1641 

DETAILED ACTION 

1 . Please note that the Group and/or Art Unit location of your application in the PTO has 
changed. To aid in correlating any papers for this application, all correspondence regarding this 
application should be directed to Group Art Unit 1641. All communications should be directed 
to Lisa V. Cook, whose telephone number is (571) 272-0816. 

2. Claims 1 and 2 are pending and currently under consideration. 

Information Disclosure Statement 

3. The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1.98(b) requires a list of all patents, publications, or other information 
submitted for consideration by the Office, and MPEP § 609 A(l) states, "the list may not be 
incorporated into the specification but must be submitted in a separate paper." Please see the 
cited references throughout the disclosure and pages 19-21. 

4. The information disclosure statement filed 9 February 2004 has been considered as to the 
merits prior to a First Action. 

Specification 

5. The specification has not been checked to the extent necessary to determine the presence 
of all possible minor errors. Applicant's cooperation is requested in correcting any errors of 
which applicant may become aware in the specification. 

6. The following guidelines illustrate the preferred layout and content for patent 
applications. These guidelines are suggested for the applicant's use. 
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Arrangement of the Specification 

The following order or arrangement is preferred in framing the specification and, except 
for the reference to "Microfiche Appendix" and the drawings, each of the lettered items should 
appear in upper case, without underlining or bold type, as section headings. If no text follows 
the section heading, the phrase "Not Applicable" should follow the section heading: 
(a) Title of the Invention. 

(b) Cross-References to Related Applications. 

(c) Statement Regarding Federally Sponsored Research or Development. 

(d) Reference to a "Microfiche Appendix" (see 37 CFR 1.96). 

(e) Background of the Invention. 

1 . Field of the Invention. 

2. Description of the Related Art including information disclosed under 37 
CFR 1.97 and 1.98. 

(f) Brief Summary of the Invention. 

(g) Brief Description of the Several Views of the Drawing(s). 

(h) Detailed Description of the Invention. 

(i) Claim or Claims (commencing on a separate sheet). 

(j) Abstract of the Disclosure (commencing on a separate sheet), 
(k) Drawings. 

(1) Sequence Listing (see 37 CFR 1.821-1.825). 
7. In the instant application, A Brief Description of the Drawings (Item g above) has been 
erroneously included after the Detailed Description of the Invention on page 12 and 13 - In the 
accompany drawings. The Brief Description of the drawings should follow the Brief Summary of 
the Invention. Appropriate correction is required. 



8. The use of several trademarks is noted in this application. They should be capitalized 
wherever they appears and be accompanied by the generic terminology . Although the use of 
trademarks is permissible in patent applications, the proprietary nature of the marks should be 
respected and every effort made to prevent their use in any manner, which might adversely affect 
their validity as trademarks. (For example, see pages 15 and 16 - TWEEN, etc). 



Application/Control Number: 10/773,398 
Art Unit: 1641 



Page 4 



Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S. C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

9. Claims 1 and 2 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention, 

A. In claims 1 and 2 the use of the term "antigenic preparation" is indefinite. It is not 
clear if applicant means to recite any composition comprising the CBIO peptide of mammalian 
type II collagen or does the preparation require an additional component. It is suggested that the 
word be eliminated in order to obviate this rejection. 

B. Claim 2 is vague because it is not clear as to what limitation is implied by the use 
of "in compartmental form". The phrase has not been defined in the disclosure or the claim. As 
recited the meets and bounds of the claim cannot be determined. If it is applicant's intent to 
claim that the components are packaged separately in a single kit, then that should be clearly 
recited in the claim? Please clarify. 

C. Claim 2 recites the limitation "said antigen and antibodies to collagen". There is 
insufficient antecedent basis for this limitation in the claim. The kit recites an antigenic 
preparation comprising CBIO and a means for detecting the formed complex. However the 
claims does not specifically recite "antigen". Appropriate correction is required. 
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D. In claim 2, " antibody binding fragment and variant thereof is vague and 
indefinite because it is unclear as to what the terms will encompass. The claim merely sets forth 
an antibody-binding fragment with no parameters regarding the content of such a fragment. 
Portions of the CBIO peptide complex, which would meet the claimed limitation have not been 
identified. Therefore, variants of an undefined fragment would also be unclear. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S. C. 11 2: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

10. Claim 2 is rejected under 35 U.S.C. 1 12, first paragraph, as containing subject matter 
which was not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. This is a written description rejection. 

Claim 2 is drawn to kits including binding fragments and variants thereof The written 
description in this case does not set forth any sequence by which the claimed fragments or 
variants can be determined, therefore the written description does not reasonably convey the 
claimed subject matter to one of ordinary skill in the art. Neither the specification nor the claims 
teach how to define or obtain binding fragments or variants thereof 
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There is no guidance as to what the fragments/variants are or how much modification 
can occur while maintaining product characteristics with respect to the instant invention. There 
is no guidance as to what fragments/variants can or cannot be utilized in the method being 
claimed. The specification does not include structural examples of binding fragments or variants 
of the CBIO peptide, in fact no sequence is included in the disclosure. Thus, the resulting 
binding fragments/variants could result in any number of complexes not taught and enabled by 
the specification. 

Vas-Cath Inc. V. Mahurkar, 19 USPQ2d 1111, clearly states that "applicant must convey 
with reasonable clarity to those skilled in the art that, as of the filing date sought, he or she was 
in possession of the invention. The invention is, for purposes of the 'written description' inquiry, 
whatever is now claimed.^* (See page 1117), The specification does not "clearly allow persons of 
ordinary skill in the art to recognize that [he or she] invented what is claimed." (See Vas-Cath at 
page 1116). 

Applicant is reminded that Vas-Cath makes clear that the written description provision of 
35 use 1 12 is severable from its enablement provision (see page 115). 

Without a sequence or examples of modified CBIO peptide complexes, the skilled artisan 
cannot envision the detailed structure of the binding fragments and or variants thereof, thus 
conception is not achieved until reduction to practice has occurred, regardless of the complexity 
or simplicity of the method of isolation. An adequate description requires more than a mere 
statement that it is part of the invention and a reference to a potential method of isolating it. 
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The court indicated that while Applicants are not required to disclose every species 
encompassed by a genus, the description of a genus is achieved by the recitation of a 
representative number of molecules falling within the scope of the claimed genus. Therefore the 
full breadth of the claims, reading on fragments and variants of the CBIO peptide does not meet 
the written description provision of 35 USC 1 12, first paragraph. 

Claim Rejections - 35 USC §103 

11. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 
102 of this title, if the differences between the subject matter sought to be patented and the prior art are such that the 
subject matter as a whole would have been obvious at the time the invention was made to a person having ordinary skill 
in the art to which said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

This application cunently names joint inventors. In considering patentability of the claims under 35 U.S.C. 103(a), 
the examiner presumes that the subject matter of the various claims was commonly owned at tlie time any inventions 
covered therein were made absent any evidence to the contrary. Applicant is advised of the obligation under 37 
CFR 1.56 to point out the inventor and invention dates of each claim that was not commonly ovmed at the time a 
later invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) and potential 35 
U.S.C. 102(f) or (g) prior art under 35 U.S.C. 103(a). 

I. Claims 1 and 2 are rejected under 35 U.S.C. 103(a) as being unpatentable over Boissier et 
al. (Revue du Rhumatisme et des Maladies Osteo-Articulaires, 1991, Vol.58, No.l, 19-24)- 
Abstract Only in view of Foster et al. (U.S. Patent#4,444,879). 
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Boissier et al. teach the detection of type II anticoUagen (CII) fragments. The fragments 
discussed include CB 8, CB 9.7, CBIO, and CBl 1. These peptide fragments (preparations 
including CBIO) were recognized by antibodies targeted against endogenous human CII 
(antibody from the sample) and the complex was detected in patients having rheumatoid arthritis. 
See abstract. 

Although Boissier et al. teach the reagents required by the claims; they do not specifically 
teach the reagents in kit configurations. In other words, the reference fails to teach the reagents 
as a kit. However, kits are well known embodiments for assay reagents. Foster et al (U.S. 
Patent #4,444,879) describe one example. In their patent kits including the reactant reagents, a 
microplate, positive controls, negative controls, standards, and instructions are taught. The 
reagents are compartmentalized or packaged separately for utility. See figure 6, and column 15, 
lines 10-34. 

It would have been prima facie obvious to one of ordinary skill in the art at the time of 
applicant's invention to take the detection assay reagents as taught by Boissier et al. and format 
them into a kit because Foster et al. teach that it is convenient to do so and one can enhance 
sensitivity of a method by providing reagents as a kit. Further, the reagents in a kit are available 
in pre-measured amounts, which eliminates the variability that can occur when performing the 
assay. Kits are also economically beneficial in reagent distribution. 



Application/Control Number: 10/773,398 Page 9 

Art Unit: 1641 

II. Claims 1 and 2 are rejected under 35 U.S.C. 103(a) as being unpatentable over Cremer et 
al (The Journal of Immunology, 1992, Vol.149, No.3, 1045-1053) in view of Foster et al (U.S. 
Patent#4,444,879). 

Cremer et al. disclose the detection of antibody binding epitopes on type II collagen in 
sera, A panel of CB peptides (including CBIO) was reacted with the sample antibody to form a 
binding complex. The CBIO peptide bound specifically to heterologous collagens. See abstract. 
The bound complex was detected by ELISA. See page 1046, 2"*^ column - Antibody assays. 

Although Cremer et al. teach the regents required by the claims, they do not specifically 
teach the reagents in kit configurations. In other words, the reference fails to teach the reagents 
as a kit. However, kits are well known embodiments for assay reagents. Foster et al. (U.S. 
Patent #4,444,879) describe one example. In their patent kits including the reactant reagents, a 
microplate, positive controls, negative controls, standards, and instructions are taught. The 
reagents are compartmentalized or packaged separately for utility. See figure 6, and column 15, 
lines 10-34. 

It would have been prima facie obvious to one of ordinary skill in the art at the time of 
applicant's invention to take the detection assay reagents as taught by Cremer et al. and format 
them into a kit because Foster et al. teach that it is convenient to do so and one can enhance 
sensitivity of a method by providing reagents as a kit. Further, the reagents in a kit are available 
in pre-measured amounts, which eliminates the variability that can occur when performing the 
assay. Kits are also economically beneficial in reagent distribution. 
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12. Papers related to this application may be submitted to Group 1600 by facsimile 
transmission. Papers should be faxed to Group 1600 via the PTO Fax Center located in Crystal 
Mall 1 . The faxing of such papers must conform to the notice published in the Official Gazette, 
1096 OG 30 (November 15, 1989). The Group 1641 - Central Fax number is (703) 872-9306, 
which is able to receive transmissions 24 hours/day, 7 days/week. In the event Applicant would 
like to fax an unofficial communication, the Examiner should be contacted for the appropriate 
Right Fax number. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lisa V. Cook whose telephone number is (571) 272-0816. The 
examiner can normally be reached on Monday - Friday from 7:00 AM - 4:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Long Le, can be reached on (571) 272-0823. 

Any inquiry of a general nature or relating to the status of this application should be directed to 
the Group receptionist whose telephone number is (703) 308-0196. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
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Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see httpr//pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 





(SH) 272-0816 
1 1/23/04 



